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May 19,2000

Jane Henney, M. D., Commissioner
U.S. Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

Dear Dr. Henney:

Enclosed] are 193 aclverse-reaction reports that CSPI received between June 25, 1999,
and March 26, 2000, from consumers who believe that they or family members were adversely
affected by olestra. The information in those reports is summarized in CSPI’s “OIestra Adverse-
reaction Reports, Sixth Report to the FDA.”* (CSPI has now submitted a total of 2,687 reports.)

These new reports are similar to those that CSPI (and Procter and Gamble) submitted
previously. To submit a report to us, consumers had to work. hard to find either our toll-free
telephone number or our Web site. We have not advertised our adverse-reaction clearinghouse,

except occasionally in our own newsletter. That fact, plus the general lack of pubIicity in the
mass media and the dropping out of the marketplace of consumers who are sensitive to oIestra,

may account, in part, for the lower rate of reports received in the past several months.

The adverse-reaction reports describe all kinds of gastrointestinal misery. Three-fourths
of the victims reported severe symptoms,3 usually after eating just an ounce or two of chips.

Examples include:

* Some people who suffered severe symptoms endured medical tests such as abdominal

ultrasound, X-Ray, MRI, blood chemistry tests, stool cultures, and barium enemas. The
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] Attachment A, diskette, comma-delimited format; provided to Dr. Mary Ditto, CFSAN.

2 Attachment B.

3 Attachment C provides brief descriptions of several people who sought medical

attention.
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various tests were unable to identi& any medical cause for the patients’ symptoms and

conditions.

* Some people remarked on the large cost of medical care that their symptoms incurred.
Others who did not seek medical attention remarked that the only thing keeping them
from seeing a doctor about their symptoms was their lack of health care coverage.

* One individual who experienced incontinence and other severe symptoms tested his
reaction to olestra products by trying them on more than one occasion. Each time, he
experienced identical symptoms, pointing to olestra products as the probable cause.

* Some people said they had been trying to avoid olestra but ate the chips unknowingly at a
party or a friend or relative’s house. One man was particularly fi-ustrated to have
unknowingly eaten olestra-containing chips served to him at a restaurant.

* Numerous people were angry that they didn’t notice the warning label, saying that it was
too small and not prominent enough. Some people said that they would not have bought
the chips if they had seen the warning label. One woman wrote, “I feel I was duped.”

* One woman was temibly embarrassed when she became incontinent while walking down
the street, and had to return home with a notebook held over her rear end. Other people
were incontinent or had symptoms while driving, shopping, dining at restaurants,
exercising, or visiting friends or relatives’ homes.

* Many people experienced extreme pain, and a few women compared it to labor pain in
childbirth. Others said that the cramps made them feel like they were dying or made
them unable to move. One woman was particularly frightened because she could not
move enough to call for help.

* Several people expressed fear because of their conditions (particularly in response

to prolonged diarrhea, severe cramping, and rectal bleeding), and because they did not
know what to do or what was wrong with them.

* People reported having to leave work early or not go to work because they couldn’t
control their symptoms. A few people lost their jobs because of their condition.

* Some parents said their children had “accidents” after they ate olestra chips. One 3-year-
old girl was crying in pain and screaming to go to the bathroom. One woman’s dog
snatched up a few chips that fell onto the floor, and a few hours later was howling in pain
and had a bright orange accident on the floor. Even a dog’s stomach, which encounters
all sorts of garbage picked up off the ground, could not handle olestra.

The FDA’s stock and glib response to CSPI’S concerns has been the same as Procter and
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Gamble’s: There is no proof that the symptoms reported were due to olestra. (Of course, there is
no way that one could prove that olestra caused symptoms in any individual case.) But it must
be the biggest coincidence in the world that just hours after eating olestra chips some people
experienced fecal incontinence -- a highly unusual phenomenon for healthy people -- as well as
other gastrointestinal symptoms that controlled studies proved olestra can cause and that the
symptoms abated after the consumers stopped eating olestra snacks (and the symptoms
sometimes recurred following another ingestion of olestra).

In addition to gastrointestinal symptoms, a few people reported experiencing hives after
eating olestra products. The reaction might be due to olestra, a contaminant in olestra, another
ingredient of the chips, or something else entirely. For the past several years, CSPI has urged the
FDA to require Procter and Gamble to conduct challenge studies. Once again, we urge the FDA
to do SO.

More than 18,000 reports have now been submitted to the FDA by CSPI and Procter and

Gamble. That is more than for all other food additives in history combined. As experts at health
agencies, such as the CDC, would attest and as a CSPI survey found, the number of reports
submitted certainly represents only a small fraction of the number of people affected. We urge
you to reject Procter and Gamble’s and Frito-Lay’s requests to delete the olestra label notice on
packages of olestra-containing products. Indeed, we urge you to require a prominent warning

label on the~ronts of packages stating that olestra can cause severe diarrhea or cramps. Your
action on this issue is essential to protect toddlers, children, adults, and seniors from the pain,
harm, embarrassment, and inconvenience that olestra is continuing to cause.

~ Sincerely,

Michael F. Jacok#x/n, Ph.D.
Executive Directbf

cc: Joe Levitt, Alan Rulis, Mary Ditto
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Attachment B

Center for Science in the Public Interest
Olestra Adverse-reaction Reports

Sixth Report to the FDA

Number of Reports: 193

Received between 6/25/99 and 4/26/00

1. ClriginQ&pQrt&sent.lQ CSPI
E-mail to CSPI’S web site (www.cspinet.org/olestiaform) = 179 (93Yo)
‘Koll-free telephone line= 14 (7Yo)

2. &i&
<10 years old 3 (Z’MO)

<13 3 (270)
<20 18 (9’XO)

20-29 54 (28YO)

30-39 58 (30Yo)

40-49 41 (21VO)

50 and up 21 (1170)

60 and up 9 (5YO)

70 and UP 2 (1’340)

Missing 1 (<l’YO)

3. Gender
M=59(31%)
F = 134 (69’%0)
Missing = O

4. ExamplesmEhazarLoMs. occ.upaticms
Medical doctor, ER doctor, nursing assistant, dentist, firefighter/medic, police officer,

factory worker, and member of the military.

5. Ek&rdntestinal.prdlem
Y = 190 (98Yo)
N = 3 (2Yo)

Two individuals suffered from non-gmtrointestinal problems such as joint pain, tingling, strange
taste in their mouth, and stiff neck. The third individual was an ER doctor reporting the cases of
a few patients who experienced near- anaphylaxis following consumption of olestra products.
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6. Qnho wnany_day*Q.ple akdestra=cmtainhgsnacks

1 day= 107 (55%)
2 days= 36 (19Yo)
3 days= 13 (7’%0)
4 days= 2 (l%)
5 days=3 (lYo)
6 days= O (O%)
7 days= O (0’?40)

8 days= O (O%)
9 days= O (OYO)
10andup=15(8$Ko)
30 and up = 8 (4Yo)
Missing = 17 (9%)

7. Se_wKesyrnptQms
Any severe symptoms = 145 (75Yo)
Severe diarrhea, loose stools, nausea, fecal urgency, gas, bloating, abdominal cramps, or
vomiting = 140 (73Yo)

8. SaY.eri~lgastrotiteti&ymploms.md related pheaomena4

Riarrhea (144; 75VO)
Mild =42 (29Yo)
Moderate =47 (33%)
Severe =55 (38Yo)

EecaLUrgency (148; 77’XO)
Mild =37 (25%)
Moderate =39 (26’XO)
Severe =72 (49Yo)

—.

Wng (22; 11’XO)
Mild = 8 (36%)
Moderate = 6 (27’%o)
Severe = 8 (36Yo)

SQikd.adhing (59; 3 lYO)
Mild =28 (47%)
Moderate = 13 (22’Yo)
Severe = 18 (31 Yo)

LmwA@ols (122; 63Yo)
Mild =36 (30Yo)
Moderate =40 (33%)
Severe =46 (38%)

Gaslllatulence (156; 81%)
Mild =42 (27%)
Moderate =51 (33%)
Severe =63 (40’Yo)

EWmting (140; 73’%0)
Mild =39 (28%)
Moderate =47 (34?40)
Severe =54 (39Yo)

GKz@3tQols (102; 53YO)
Mild =35 (34’Yo)
Moderate =27 (26’XO)
Severe =40 (39VO)

hhUISea (136; 55VO)
Mild =65 (48Yo)
Moderate =41 (30?40)
Severe =30 (22%)

&dQminal.Cramps (169; 88%)
Mild= 31 (18%)
Moderate =55 (33%)
Severe =83 (49’XO)

IXsc.cdcnd StQQls (7; 4’?40)
Mild = O (0’%0)
Moderate = 4 (57%)
Severe = 3 (43%)

-SUidldet (87; 45Yo)
Mild =27 (3 l’?lo)
Moderate =28 (32Yo)
Severe =32 (37%)

4 Due to rounding, percentages do not always add up to 100.
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9. hlcmntinenc~
Y =42 (22%)
N = 139 (72Yo)
Missing = 12 (6’XO)

10. Qthmymptms (54; 28Yo)
Fatigue/Muscle weakness = 9
BIoody stools= 8
Dehydration = 7
Constipation = 6
Heartburn/pain in upper torso= 4
Fever = 4
Chills/clammy = 3
Lost appetite = 3
Funny taste/film in mouth= 3
Headache = 3
Insomnia/Lost sleep = 3
Rash/hives = 2
Joint painhingling = 2
Anal pain = 2
Lower back pain = 2
Blood in urine= 2
Sweating = 2
Stomach rumbling = 2

Additional symptoms included: belching, double vision, dilated pupil, swollen joints, stiff neck,
tingling sensation in scalp, dizziness, elevated blood pressure, lost weight, hernia, gastric paresis,
ulcerative colitis, and perianal abscess.

11. Repeated consmnpticm Qfihips.tie~.expwkncing. prQMm
Y =47 (24%)
N = 126 (65Yo)
Missing =20 (1 O%)

12. Sawmueaddestm label befort.buyirgproducl
Y =90 (47%)
N =93 (48Yo)
Missing responses to both questions= 10 (5Yo)
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13. R.ea&labelbefbrQ eating prQ&W
Y =71 (37%)
N = 111 (58’XO)
Missing = 11 (6’XO)

14. Real.labdaft-tingproduct
Y = 134 (69Yo)
N =49 (25Yo)
Missing = 10 (5Yo)

15. Branikaten
Total number of people eating Procter and Gamble snacks= 89 (46%)
Pringles Original= 52 (27Yo)
Pringles Barbeque = 23 (12’XO)
Pringles Sour Cream and Onion= 28 (14%)
Total number of people eating Frito-lay snacks= 111 (58VO)
Lay’s Regular =41 (21%)
Lay’s Mesquite Barbecue = 8 (4Yo)
Lay’s .Chives and SOLITCrem = 1 (<1%)
Doritos Cooler Ranch= 5 (3%)
Doritos Nacho Cheesier=30(16%)
Ruffles Regular = 17 (9?40)
Ruffles Cheddar and Sour Cream =26 (13’XO)
Tostitos = 9 (5?40)
Other olestra products= 6 (3%) Including: Procter and Gamble Eagle Crispy Corn Twists (3),

UTZ Yes Chips (l), and Nabisco Wheat Thins (2)
Missing responses = 9 (5Yo)

16. When eaten (some people ate the products both with a meal and as a snack)

With a meal= 61 (32%)
As a snack = 158 (82Yo)

17. ~o~-@astLohtedmLpro~m
Y=24(12Yo)
N = 155 (80’%0)
Missing = 14 (7%)

Gastrointestinal history included: lactose intolerance; sensitivity to sushi, certain spices, and
other foods; hiatal hernia; ulcers; complications associated with gall bladder removal; adverse
reactions to antibiotic; bloating; constipation; irritable bowel syndrome; gastrointestinal reflux;
gastritis; and diarrhea.
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18. CMm-illnesses~rccmditims
Y = 4 (2’XO)
N = 16 (8?Ao)
Missing = 173 (90’XO)

Examples: sinus problems, colds, previous head trauma.

19. Wlm~symp.@msacurred (some people experienced symptoms in more than one place)
Home =35 (18Yo)
Work = 19 (1OYO)
Driving = 7 (4’%0)
Other = 18 (9%)
Missing = 133 (69Yo)

Symptoms also occurred at: friend’s house, event, picnic, public place, gym, hotel, bus, taxi,
grocery store, and while walking, hiking, dining away from home, traveling, and driving cross-

country.

20. &perienc.edstie~.plQNemhtimv.etieme, .~bmassmmL~el~dlQ.symptoms
Y = 105 (54’XO)
N =77 (40Yo)
Missing = 11 (6Yo)

Examples: missed work; lost sleep; lost job; was embarrassed when co-workers found out;
needed frequent bathroom breaks at work; was distracted by symptoms; gave lectures while
suffering symptoms; left important meeting; late for court; left a party early; cut vacation short;

canceled dinner date; ruined birthday celebration; missed a friend’s wedding reception; confined
to house; could not pick Up child from soflball practice; spent all night on the toilet; suffered
constipation; released foul-smelling gas; gained the nickname “WOW’; scared; could not move
to call for help; worried about bleeding rectally in social situation; embarrassed by incontinence
in public; stained clothes, bedding, and carpet; medical complications; high cost of doctors and
tests.

21. &mght. medicalattenticm
Y= 35 (18%)
N = 148 (77’XO)
Missing = 10 (5Yo)
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22. ~.l~tMQspfialkmrgenc~m
Y = 8 (4Yo)
N = 166 (86Yo)
Missing = 19 (10%)

Diagnoses included: dehydration, gastroenteritis, hernia, ulcerative colitis, gastric paresis,
perianal abscess, lupus, irritable bowel syndrome, possible ulcer, disrupted intestinal flora,
possible food poisoning @ossible Giardia infection, Salmonella group B), food allergy, stomach
virus, unknown cause, and adverse reaction to olestra.

23. Medkati@a-.Wescribeti~b~
Y =29 (15VO)
N =97 (50’XO)
Missing responses to both questions= 67 (35Yo)

Examples: antibiotics, Imodium AD, Lomotil~onox (diphenoxylate and atropine combinations),
Propulsid, metronidazole, hyoscyamine, Zantac, simethicone, Milk of Magnesia, Tylenol 3,
Motrin, Rolaids, Turns, Metamucil, and intravenous solutions.

24. ~~~o.tiea~ole~a..tip~gti
Y = 12 (6Yo)
N = 168 (87VO)
Missing = 13 (7VO)

25. J?ersoncQntactedlmderar@Garnble ofl~ild&y
Y=21 (llYO)
N = 163 (84’XO)
Missing = 9 (5%)

Examples of response received: none; claim that similar reactions occurred with all chips, not
just fat-free variety; “Thank you for letting us know”; denial of connection between reaction and

product; explanation that olestra acts as fiber in the body; promise to send refired and free
coupons for other olestra products; invitation to be a test subject for olestra.
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Summaries of Adverse Reaction Reports of

People who Consumed Olestra and Went to the HospitaUEIVPhysician

#13 8S [8/6/99] A 40-year-old woman, a potato-chip packer for Frito-Lay, first ate chips with
olestra when she was given a small s~ple bag. Within a couple of hours, she was doubled over
in pain and experienced severe diarrhea. As a chip packer, she was required to taste a few of the
chips every day at work, and her symptoms continued. (Some of her co-workers experienced
similar symptoms, including one friend who was hospitalized.) Within three months, she
developed severe ulcerative colitis and had to have her colon and rectum removed. Her
employer denied any link between the chips and her symptoms.

# 1435 [8/8/99] An emergency room doctor from a small town documented treating three teenage
girIs with near-anaphylaxis last spring. Each girl had begun eating potato chips with olestra
instead of regular chips in an effort to avoid gaining weight, but had to be taken to the emergency
room soon after. The doctor’s report states that each girl was broken out in a lacy erythematous
rash and was having difficulty breathing. He treated them with IM steroids and SQ epinephrine,

#1392 [9/1 5/99] A 16-year-old girl ate half a bag of Frito-Lay’s WOW Ruffles potato chips over
a period of three days. Twenty-four hours later she began experiencing diarrhea, cramps, nausea,
and vomiting, and was incontinent. Her mother took her to the emergency room, where doctors
suggested that she might have a stomach vims. They gave her propulsid and laxatives to get
whatever was causing the problem out of her system. Since that experience, her bowels have not
functioned properly. Doctors have diagnosed her with gastric paresis, but have been unable to
explain the cause.

#1402 [6/30/99] A 41 -year-old woman ate half of a medium bag of Frito-Lay’s WOW chips one
evening, and woke up the next rooming to the worst diarrhea she says she had ever experienced.
She also had severe joint pain in her wrists and ankles. When her symptoms did not subside after
a few days, she went to the doctor, who gave her medication for the cramps and recommended
over-the-counter diarrhea medicine. Her diarrhea subsided, but her joints became so swollen that
she could not walk or lift things properly, and she returned to the doctor for tests. She has
always been anemic and was fo~d to have an ANA with a 1:320 titer. She was also diagnosed
with lupus, which she believes was triggered by the severe reaction to olestra. She must now see
a rheumatologist.

#1476 [10/1 6/99] A 3 l-year-old woman started eating various olestra products in August, 1998.
From that time, she had chronic cramps, severe diarrhea, fatigue, nausea, and blood in her stools
almost all the time. Doctors were unable to explain the symptoms, and she was unable to
undergo fix-ther testing because she had no health insurance and could not afford the cost. It did
not occur to her that olestra could be causing her health problems until she overheard someone in
the grocery store talking about the problems associated with olestra products. Since then she has
stopped eating olestra products, and her symptoms have stopped as well.
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#1517 [2/21/00] A 48-year-old woman ate half of a regular container of Procter and Gamble Fat
Free Pringles while on a trip to New York. The next day she experienced a “strange pressure in
her bowels.” Her doctor ordered an ultrasound thinking she might have endometriosis, but
nothing was found. Her bowels were spastic and imitated for tkee months, during which time no
cause was determined. A Canadian resident, she told CSF’Ithat she is thankful that the Canadian
government has not approved oIestra.

#1522 [2/28/00] A 50-year-old man ate half of a small container of Procter and Gamble’s Fat
Free Pringles. A few hours later, he experienced severe cramping and had no bowel movement
for a week. Unaware that the Pringles were the cause, he ate the other half of the package, and
experienced identical symptoms. He spent $1,000 on doctors and tests, including a visit to a
gastroenterologist, X-ray, and MN, but nothing was found.

#1550 [3/23/00] A 39-year-old woman ate Frito-Lay’s WOW chips in New York before leaving
on a cross-country trip. On the way, she suffered from severe cramps, diarrhea, gas, and
incontinence. Finally, she had to be treated intravenous y at the emergency room of the Tucson
University Medical Center for dehydration, pain, and diarrhea. Her doctors treated it as a viral
problem, but could not pinpoint a cause. However, when she told her doctors about eating the
chips, they said that they had heard of people getting ill from eating olestra products.

#1559 [4/5/00] A 33-year-old woman ate a quarter of a regular container of Procter and
Gamble’s Fat Free Pringles. About six hours later she began to experience severe cramps, gas,
and fecal urgency. A few days later she developed a perkmal abscess and went to the emergency
room with a fever of 102. They sent her home with antibiotics and pain medication, but within a
few days the abscess burst, causing a fistula. She underwent surgery and a fill work-up, but the
cause of the fistula was not determined.

#1577 [4/25/00] A 47-year-old woman ate a small bag of Frito-Lay’s WOW chips. About 36
hours later she began to suffer from severe diarrhea, cramps, and other symptoms. In her report,
she describes the cramping as worse than any pain she had experienced in labor for her two
children. As the symptoms continued, causing her to miss a week of work, she went to the
doctor four times and to the emergency room once. Doctors could not pinpoint the problem and
said they couldn’t medicate, but prescribed Tylenol 3 for the pain after her fourth day of
symptoms. When she contacted Frito-Lay about the experience, they asked her to release her
medical files, which she did. They then asked her to become a test subject for their studies on
the adverse effects of olestra, an offer she declined,




